
II. Interim Agreements

There were nine interim agreements in FY 2007. Seven of theses involved either (a) an
agreement to stay the litigation and be bound by the results of other litigation involving the same
patents; (b) an agreement by the generic company to provide the brand manufacturer with
advance notice of an "at risk" generic launch so as to provide the brand company the opportunity
to seek a preliminary injunction; or (c) an agreement by the generic company not to introduce its
generic product until the court ruled on a preliminary injunction motion. The remaining two
interim agreements involved compensation to the generic company and some restriction on the
generic's ability to enter. In one agreement the generic agreed not to market its product until the
end of trial, and the brand agreed that it would not launch or sponsor an authorized generic
during that time. In the other, the parties agreed that the generic company could enter with its
product at a date in the future , contingent in part, on the outcome of the appeal in the patent
infringement case. The brand agreed not to sponsor or compete with an authorized generic for a
period of time after the generic entered.

III. Generic-Generic Agreements

In FY 2007, there was only one agreement between generic manufacturers . That
agreement involved the first-filer generic company agreeing to relinquish its 180-day exclusivity
period, thereby allowing the subsequent filer to obtain FDA approval for its product. During the
exclusivity period, the parties agree to share profits on the sale of the generic product. In
addition, the agreement provides for some form of profit sharing beyond the expiration of the
exclusivity period, if the first-filer decides not to enter with its own product.

IV. Other Agreements

Two of the agreements filed in FY 2007 do not involve either a final settlement or an
interim agreement arising out of patent litigation brought by the brand company. In one
instance, the parties entered into a product development arrangement on different formulations
of the product than those at issue in the litigation. The agreement had no impact on the
pendency of the patent litigation. The second agreement involved a patent infringement lawsuit
brought by a generic company against the brand. In that agreement, the parties settled their
litigation , with the generic granting the brand a license to the patent at issue in the litigation in
exchange for a royalty.

6



Figure III 
Breakdown of Final Settlements 

by Restriction and Compensation
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Figure IV 
Breakdown of Final Settlements with First-Filers 

by Restriction and Compensation
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